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. . * TO MANUFACTURERS OF- FD A-l&GUL ATE,D DRUG/BI&GICIDEVf CE PRODUCTS: .: 
.*. . . . . . . . . . . 

. . ‘As &e-media have’widely reported, the*British government announced on’M&h i$; 1996, that 
n& inf&rnatio.n ,had been gathered about’ bovine spongiform encepha!dp.athy @SE) in cattle that. - . 

. . 
suggestsa possible relatronship between BSE and ten cases of a newly identified fo.r&of . - ” 

*. Creutzfeldt-Jakob disease (CJD), a similar fatal transmissible $ongifotm encephalopathy (TSE),’ 
. in humans. To serve.our mutual interest in prote&ng.public he&b the Food and Drug. * . . ._ 
. . : . Administratio$ (FDA) beheves it is prudent to reiterate concerns w.e have+prev&ts!y expressed on . 

*&s $mi. ‘, . . - . ._ :’ . . . . . 
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We-strongly reconunend you,take whatever steps are necessaiy’to assure your&es’$d the 
. . 

. : ’ . . 
‘public that, in thk manufactuie of.FDA-regulated products intended for administration to humans, 
you are hot u&g materials that have corn&from ca@ebbrn;‘raised, or s&ghteredin countries ’ - ’ _ 

I. 
; 

where BSE is known to exist.: FDA believes that immediate and concrete steps must-be taken.by _. .*. . 
manufacturers to reduce the potential risk of human exposure to. ortransinission’of, the’infectious - . . . 
agerit .which causes BSE in cattle: 

. 
: -. . *. . . . . . 

. ....-* : - . :. . . . - . . . . . . . . 
BSE :is an i~ectious ti.eurologic disordk; of cattle and is prevaleM in certain’ parts ofthe world., .’ . 
BSE has.never.been diagnosed in cattle in the UnitedStates. It is beliived-that the.rapid sp:ead of .’ _. 
BSE i;! cattle 13 so.me.countr&s,. patiicu~arly.~eat Britain, was’~ause~.by’~e~feeiIi?g of certain’ . ’ 
‘infected cattle and sheep tissues to cattle. %le transmission of the causative agent of BSE to 
.humans has not been definitively documented to date, inter+pecies transfer has been. 
demonstrated (e.g., mice can be infected by exposure to infected bovine ttssues). Recent 

. . . 

developments in Great B&in raise serious questions regarding potential hazards of the use of . 
animal tissues containing the causative ,agent of BSE. . . . . . . . . 

The list of countries where BSE is known to exist is maintained by the U.S. Department of 
Agriculture (USDA) and codified in Title 9, Code of Federal Regulations, Part 94.18. A current 
list of these countries follows: 

, 

. . 
USDA LIST OF COUNTRIES WHERE BSE EXISTS 

( (Current as of May 1996) __ 
. 

Great Qtain (including Northern Ireland and the Falklands) 
Switzerland . . 

France 
Republic of Ireland- 
Oman 
Portugal . 
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A range of research projects into the exact nature of both the BSE agent and other TSE agents is 
ongoing. Available scientific information indicates that these agents are extremely resistant to 
inactivation by normal disinfection or sterilization procedures. . . . . . -- -. *. . 
At a fikure date, we$f contact you&ith’guidanci.on how best ‘to provide assurance that your 
produkts’do riot contain potentially BSE-infected.mate&fs. -’ . . * . ’ :. - 1.. . . . . . 

: . . . 
if you need mote information,. pIe&e contact the following:. * 

. - 
. * ’ * ‘. * . - . - . . .-- . . . . . . * 

,Yuan’Yuan Chiu, Ph.D., ‘;OI ~~34~lO,(drug products) -* *. . ** .. . 1. . . . . . . . 
’ - . . Kiti~F@lfrnZ$ Ph.D,;301 443-7158 (medical de+&@- *’ ’ . 

. . Paul’R&hman, Ph;D.;30 I 827,307O (biologics). 1 .* ’ *... . f . . . * - * : ’ . ’ - . 
- . . . . . : * ..- . 
Thank you for your atte&on’to and co~p&io~m this m&&.: **.’ . 
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